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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 24-30 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 24-30 is/are rejected. 
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DETAILED ACTION 

This Office action is in response to the communication filed 3-26-04. 
Claims 24-30 are pending in the instant application. 



Information Disclosure Statement 

Reference C-2 in the IDS filed 10-26-06 has not been considered because there 
is no date listed in the citation for this reference. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Claims 24-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Krieg et al (USPN 6,239,1 1 6) in view of Falo et al (USPN 5,951 ,975). 

The claims are drawn to methods of modulating an immune response in a 
subject comprising the biolistic delivery of a composition comprising a polynucleotide 
between 5-40 nucleotides in length and comprising the motif 5' Pur-Pur-CpG-Py-C 3', 
which is optionally 5' Pu-Pu-CpG-(T or U)C, and which composition optionally further 
comprises an antigen. 

Krieg et al (USPN 6,239,116) teach methods of modulating an immune response 
in a subject comprising the administration of immunomodulatory compositions 
comprising a polynucleotide between 5-40 nucleotides in length comprising 5' 
PuPuCpGTC 3' or 5' PuPuCpGUC 3', and which composition further comprises an 
antigen (see entire document, esp. the abstract, col. 5-8, 11-16, 45-47, claims 1-12, 14- 
24, 26-38, 40-49; SEQ ID NO. 5). 

Krieg does not teach biolistic administration of immunomodulatory compositions. 

Falo et al (USPN 5,951 ,975) teach the biolistic administration of 
immunomodulatory compositions, including antigen delivery, for efficient delivery in a 
subject (see esp. col. 9-10). 

It would have been obvious to one of ordinary skill to design an 
immunomodulatory oligonucleotide comprising the motif 5' PurPurCpG(T or U)C 3' 
because CpG were well known immunomodulatory agents used for adjuvants and to 
bolster an immune response in a subject, and because oligonucleotides with this motif 
were previously disclosed by Krieg for use as an immunomodulatory oligonucleotide, 
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including co-administering this oligonucleotide in combination with an antigen. One of 
skill in the art would have expected that this composition would provide for immune 
activation, and that the unmethylated CpG oligonucleotide boosts immune response in a 
subject, including in the presence of antigens, as taught previously by Krieg et al. One 
would have been motivated to deliver these immunomodulatory compositions via 
biolistic delivery to a subject because Falo teaches this delivery method for effective 
antigen delivery in a subject. One of skill in the art therefore would have had a 
reasonable expectation of success in immunomodulating a subject's immune system by 
biolistically delivering the instant claimed compositions. 

For these reasons, the instant invention would have been obvious to one of skill 
in the art at the time of the instant invention. 

Conclusion 

Certain papers related to this application may be submitted to Art Unit 1635 by 
facsimile transmission. The faxing of such papers must conform with the notices 
published in the Official Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 94 
(December 28, 1 993) (see 37 C.F.R. ' 1 .6(d)). The official fax telephone number for the 
Group is 571-273-8300. NOTE: If Applicant does submit a paper by fax, the original 
signed copy should be retained by applicant or applicant's representative. NO 
DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the processing of 
duplicate papers in the Office. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jane Zara whose telephone number is (571) 272-0765. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James (Douglas) Schultz, can be reached on (571) 272-0763. Any inquiry 
of a general nature or relating to the status of this application should be directed to the 
Group receptionist whose telephone number is (703) 308-0196. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). 

Jane Zara 
3-5-09 

/Jane Zara/ 

Primary Examiner, Art Unit 1635 



